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1. Review of the Patent Linkage System: Pilot Introduction of the
Expert Committee System

On November 14, 2025, the Ministry of Health, Labour and Welfare ("MHLW") announced the “Pilot
Introduction of an Expert Committee System in Confirming the Existence of Patent Infringement in the
Approval Review of Generic Drugs and Biosimilars” "(the “Notice”).

1.1 Overview of Patent Linkage and the Review of the System

The existing mechanism under which regulatory authorities consider potential infringement of relevant
patents of brand-name drugs in the approval procedures for generic drugs (the “patent linkage system”)
has, to a certain extent, been prescribed at the notification level. In the approval review of generic drugs
and biosimilars (collectively, “Generic Drugs”), confirmation has been made as to whether there is any
patent conflict with brand-name drugs and reference biologics (collectively, “Reference Drugs”). For
details of the previous framework, please refer to the October 2025 issue of this newsletter?.

The Notice introduces, on a pilot basis, a system under which opinions may be sought from experts on
pharmaceutical patents who are in a neutral position (the “Expert Committee System”) when confirming,
in the course of the approval review of Generic Drugs, etc., whether there is any patent conflict with
Reference Drugs, etc.

Under the Expert Committee System, where MHLW determines that a specialized assessment is required
regarding the existence of any patent conflict with Reference Drugs, etc., opinions will be obtained from
experts (including university professors, attorneys-at-law, and patent attorneys).

1.2 Outline of the Procedures

®  The Pharmaceuticals Review and Management Division designates the subject products
and notifies both the brand-name drug company and the generic drug company, and
both companies submit materials that they consent to be shared with the experts.

B Experts are selected from a publicly available roster, limited to those without conflicts
of interest (in principle, three experts). Persons falling under any of the following are
deemed to have conflicts of interest:

® where the expert, a family member, or a member of the same firm serves as an
officer or employee of, or an advisor to, the brand-name drug company or the
generic drug company, or has been engaged by either company;

® where the expert or a family member has received, during the past three fiscal
years, donations, contract fees, or other payments of JPY 500,000 or more per
year from either the brand-name drug company or the generic drug company.
In principle, the names and affiliations of the experts will not be disclosed.

B The experts submit written opinions based on publicly available information and the
shared materials, and MHLW will determine whether to grant approval, taking such
opinions into account.

1 https://www.mhlw.go.jp/content/001594987.pdf (Pharmaceutical Review and Management Notification No. 1114-
1, dated November 14, 2025)
2 https://www.amt-law.com/asset/pdf/bulletins20 pdf/251031.pdf (October, 2025)
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1.3 Status of the Experts’ Written Opinions

The written opinions submitted by the experts have no legal binding effect and do not constitute an
administrative disposition or any other exercise of public authority under the Administrative Complaint
Review Act (Article 1 thereof), and therefore are not subject to requests for administrative review under
that Act.

After the decision on whether to approve the generic drug is made public, the written opinions will be
disclosed with the experts’ names and other identifying information masked.

2. Promulgation of Cabinet Order to Amend Related Ministerial
Ordinances in Connection with the Enforcement of the Amended PMD
Act

To reflect the partial enforcement on May 1, 2026 of the Act to Partially Amend the Act on Securing
Quality, Efficacy and Safety of Products Including Pharmaceuticals and Medical Devices (the “PMD Act"),
which was enacted on May 14 of this year, the “Ministerial Ordinance for the Arrangement, etc. of
Ministerial Ordinances under the Jurisdiction of the Ministry of Health, Labour and Welfare in Connection
with the Partial Enforcement of the Act to Partially Amend the Act on Securing Quality, Efficacy and
Safety of Products Including Pharmaceuticals and Medical Devices, etc.” (the “Arrangement Ordinance”)
was promulgated on November 28, 2025. As a result, certain related ministerial ordinances, including
the Enforcement Regulations of the PMD Act and the Ordinance on Structures and Facilities of
Pharmacies, etc., will be amended.

For an overview of the amendments to the PMD Act, please refer to the January 2025 issue of this
newsletter®, and for the enactment of the amending act, please refer to the May 2025 issue*. We

introduce some of the provisions and changes made by the Arrangement Ordinance below.

2.1 Provisions to Clarify the Use of Real-World Data for Safety Measures

Under the amended PMD Act, the materials to be attached to applications for approval of
pharmaceuticals, medical devices, etc. will be changed from the conventional “materials concerning the
results of clinical trials and other materials” to “materials specified by a ministerial ordinance of the
Ministry of Health, Labour and Welfare as materials concerning quality, efficacy and safety.” >

In response to this change to broader and more general statutory language regarding required
attachments, the ministerial ordinances will specify in concrete terms that materials based on real-world
data are included among the documents to be attached to applications for approval of pharmaceuticals,
etc, and that information on quality, efficacy and safety collected using real-world data may be used as
materials for re-examination of pharmaceuticals and for post-marketing surveillance (use-results

evaluation) of medical devices, etc.

3 https://www.amt-law.com/asset/pdf/bulletins20_pdf/250131.pdf (January, 2025)
4 https://www.amt-law.com/asset/pdf/bulletins20 pdf/250530.pdf (May, 2025)
> Article 14(3) of the amended PMD Act
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2.2 Conditional Approval for Pharmaceuticals, etc. for Rare and Serious
Diseases

Under the amended PMD Act, the scope of cases eligible for conditional approval will be relaxed from
cases where the product is “an orphan drug, a pioneering drug, a drug for a specific use, or otherwise
deemed to be of particularly high medical necessity, and where it is difficult to conduct clinical trials
involving a sufficient number of subjects to verify the efficacy and safety of the pharmaceutical,” to cases
where it is “"deemed to be of particularly high medical necessity and can reasonably be expected to have
the indications and effects applied for.”® In addition, if it becomes impossible to verify efficacy, etc. after
approval, revocation of the approval will be permitted.

In line with these statutory amendments, ministerial ordinances will be revised to reflect changes in
eligibility requirements and in the relevant statutory provisions.

2.3 Promotion of the Formulation of Development Plans to Address Drug
Loss for Pediatric Pharmaceuticals

Under the amended PMD Act, marketing authorization holders of pharmaceuticals will be required, as
an obligation, to make efforts, to formulate development plans for pediatric pharmaceuticals and to
collect the necessary data in accordance with such plans.”

Based on this, provisions regarding the formulation of such plans will be set forth at the ministerial
ordinance level. The development plan will be required to include matters relating to the collection of
data and other matters concerning the quality, efficacy and safety of pharmaceuticals used for the
diagnosis, treatment, or prevention of pediatric diseases.

2.4 Review of Requirements for Manufacturing Supervisors, etc. for
Pharmaceutical Manufacturing Managers

The amended PMD Act provides that, where it is extremely difficult to appoint a pharmacist as a
pharmaceutical manufacturing manager, a technical expert other than a pharmacist may be appointed.®
While the requirements for such technical experts eligible to be appointed as pharmaceutical
manufacturing managers are to be prescribed by ministerial ordinance, the Arrangement Ordinance
specifies them as: (a) a person who has completed a specialized course in pharmacy or chemistry at a
university or similar institution; or (b) a person whom the Minister of Health, Labour and Welfare
recognizes as having knowledge and experience equal to or greater than those of a person listed in (a).
In addition, the period during which such persons may be appointed in lieu of a pharmacist is limited to

five years.

5 Articles 14-2-2(1), 23-2-6-2(1), 74-2(1) of the amended PMD Act
7 Article 14-8-2 of the amended PMD Act
8 Article 17(5)(iii) of the amended PMD Act



2.5 Revision of Provisions on Methods of Information Provision and Sales
of Guidance-Required Drugs, etc.

To date, guidance-required drugs have been limited to face-to-face sales only. Under the amended PMD
Act, however, online medication guidance will also be permitted.® In response, the ministerial ordinances
will specify in detail the requirements for providing information through online means.

2.6 Development of Provisions on Information Provision, etc. at the Time
of Sale of Designated Abuse-Prevention Drugs

Under the amended PMD Act, drugs with a risk of abuse are positioned as “Designated Abuse-
Prevention Drugs,” and the provision of information and confirmation at the time of sale,'® the display
methods'’, and other matters concerning such Designated Abuse-Prevention Drugs will be regulated.
The ministerial ordinances will set forth details regarding methods of sale and information provision,
items to be confirmed, display methods, and the procedures to be prepared by pharmacy operators and
others. In addition, the minimum age for the purchase of large-quantity or multiple-unit packages has
been set at 18 years old.

Certain parts of the amended PMD Act have already come into effect as of November 20, 2025. As
further amendments will be brought into force sequentially going forward, it will be important to
understand the content of the amendments and take necessary measures in line with their enforcement.

9 Article 36-6 of the amended PMD Act
10 Article 36-11 of the amended PMD Act
11 Article 57-2 (4) of the amended PMD Act
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